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(b) Classification. Class II (perform-
ance standards). 

§ 868.5955 Intermittent mandatory 
ventilation attachment. 

(a) Identification. An intermittent 
mandatory ventilation (IMV) attach-
ment is a device attached to a mechan-
ical ventilator that allows spontaneous 
breathing by a patient while providing 
mechanical ventilation at a preset 
rate. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.5965 Positive end expiratory 
pressure breathing attachment. 

(a) Identification. A positive end ex-
piratory pressure (PEEP) breathing at-
tachment is a device attached to a ven-
tilator that is used to elevate pressure 
in a patient’s lungs above atmospheric 
pressure at the end of exhalation. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.5975 Ventilator tubing. 

(a) Identification. Ventilator tubing is 
a device intended for use as a conduit 
for gases between a ventilator and a 
patient during ventilation of the pa-
tient. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 61 
FR 1120, Jan. 16, 1996; 66 FR 38796, July 25, 
2001] 

§ 868.5995 Tee drain (water trap). 

(a) Identification. A tee drain (water 
trap) is a device intended to trap and 
drain water that collects in ventilator 
tubing during respiratory therapy, 
thereby preventing an increase in 
breathing resistance. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 61 
FR 1120, Jan. 16, 1996; 66 FR 38796, July 25, 
2001] 

Subpart G—Miscellaneous 

§ 868.6100 Anesthetic cabinet, table, or 
tray. 

(a) Identification. An anesthetic cabi-
net, table, or tray is a device intended 
to store anesthetic equipment and 
drugs. The device is usually con-
structed to eliminate build-up of static 
electrical charges. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 54 
FR 25048, June 12, 1989; 66 FR 38796, July 25, 
2001] 

§ 868.6175 Cardiopulmonary emer-
gency cart. 

(a) Identification. A cardiopulmonary 
emergency cart is a device intended to 
store and transport resuscitation sup-
plies for emergency treatment. The de-
vice does not include any equipment 
used in cardiopulmonary resuscitation. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. The 
device is also exempt from the current 
good manufacturing practice require-
ments of the quality system regulation 
in part 820 of this chapter, with the ex-
ception of § 820.180, with respect to gen-
eral requirements concerning records, 
and § 820.198, with respect to complaint 
files. 

[47 FR 31142, July 16, 1982, as amended at 54 
FR 25048, June 12, 1989; 66 FR 38796, July 25, 
2001] 

§ 868.6225 Nose clip. 

(a) Identification. A nose clip is a de-
vice intended to close a patient’s exter-
nal nares (nostrils) during diagnostic 
or therapeutic procedures. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. The 
device is also exempt from the current 
good manufacturing practice require-
ments of the quality system regulation 
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in part 820 of this chapter, with the ex-
ception of § 820.180, with respect to gen-
eral requirements concerning records, 
and § 820.198, with respect to complaint 
files. 

[47 FR 31142, July 16, 1982, as amended at 54 
FR 25048, June 12, 1989; 66 FR 38796, July 25, 
2001] 

§ 868.6250 Portable air compressor. 

(a) Identification. A portable air com-
pressor is a device intended to provide 
compressed air for medical purposes, 
e.g., to drive ventilators and other res-
piratory devices. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.6400 Calibration gas. 

(a) Identification. A calibration gas is 
a device consisting of a container of 
gas of known concentration intended 
to calibrate medical gas concentration 
measurement devices. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 61 
FR 1121, Jan. 16, 1996; 66 FR 38796, July 25, 
2001] 

§ 868.6700 Anesthesia stool. 

(a) Identification. An anesthesia stool 
is a device intended for use as a stool 
for the anesthesiologist in the oper-
ating room. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 54 
FR 25049, June 12, 1989; 66 FR 38796, July 25, 
2001] 

§ 868.6810 Tracheobronchial suction 
catheter. 

(a) Identification. A tracheobronchial 
suction catheter is a device used to as-
pirate liquids or semisolids from a pa-
tient’s upper airway. 

(b) Classification. Class 1 (general con-
trols). The device is exempt from the 
premarket notification procedures in 

subpart E of part 807 of this chapter 
subject to § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 65 
FR 2314, Jan. 14, 2000] 

§ 868.6820 Patient position support. 
(a) Identification. A patient position 

support is a device intended to main-
tain the position of an anesthetized pa-
tient during surgery. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 61 
FR 1121, Jan. 16, 1996; 66 FR 38796, July 25, 
2001] 

§ 868.6885 Medical gas yoke assembly. 
(a) Identification. A medical gas yoke 

assembly is a device intended to con-
nect medical gas cylinders to regu-
lators or needle valves to supply gases 
for anesthesia or respiratory therapy. 
The device may include a particulate 
filter. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 61 
FR 1121, Jan. 16, 1996; 66 FR 38796, July 25, 
2001] 

PART 870—CARDIOVASCULAR 
DEVICES 

Subpart A—General Provisions 

Sec. 
870.1 Scope. 
870.3 Effective dates of requirement for pre-

market approval. 
870.9 Limitations of exemptions from sec-

tion 510(k) of the Federal Food, Drug, 
and Cosmetic Act (the act). 

Subpart B—Cardiovascular Diagnostic 
Devices 

870.1025 Arrhythmia detector and alarm (in-
cluding ST-segment measurement and 
alarm). 

870.1100 Blood pressure alarm. 
870.1110 Blood pressure computer. 
870.1120 Blood pressure cuff. 
870.1130 Noninvasive blood pressure meas-

urement system. 
870.1140 Venous blood pressure manometer. 
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